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j J. Phillip Stohr, Director
Division of Radiation Safety and Safeguards

; U.S. Nuclear Regulat ory Cormnission
,

Region II

101 Marietta St. N.W.
Atlanta. Georgia 30123;

Sir:

! Ref. Report No. 52-1723 / 01-87-01

This is in response to your letter dated March 3, 1988, requesting supple-,

j ment al clari ficat ton on some violations found during the Nuclear Regularory Com-
| mission inspect ion conducted on November 18, 1987.
(

! Item 1

I A-2 Violation has been admitted and as previously stated on our response on
;

Janaury 20 1988. we cannot give a reasonable explanation for such vio- ;

lation. Our records are in Inll compliance since November 'lo. 1987. The *

linearity test corresponding to the first quarter of this year was per-
formed on February 22, 1988.

Item 2
p ,

; Violat ion B was denied because the writ ten procedures for sately receiving
}l and opening packages of byproduct material are included in our license

(copy enclosed - Appendix F). These procedures hr.1 always been followed
,

by our personnel. Upon interviewing our representatives during the itispec- "

tion. Dr. James W. Scott Cora and Ms. Grisel Alejandro, they stated that
at the time they did not recall t he document Since I cannot give a rea-
sonable explanation for their answer. I have no other alternat ive t han t o
admit the violation, since it was based on t he incorrcet answer given by
our representatives. -

Item 3

Violation D as stated by Nuclear Regulatory Commissiot inspector was pre-
viously admitted, in order to be in full compliance, t he 4t h quart er phy-
sical inventory was performed on December 21 198 7 and will he perf ormed *

t herealt er by t he RSO every t bree mont hs.
j
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J. Phillip Stohr, Director 2 April 20, 1988

Item 4

Violation E - Enclosed please find copy of t he written Al ARA Program
which was included as part of the license renewal application dated
July 6, 1987. Again the violation was based on the incorrect answer
given by our representatives at the time of the inspection. Even
thou our representatives were totally wrong in their answer, the vio-
lation was objectively based on their answer and there is no ot her
alternative than to admit it.

Violat ion 11 - This violation was and is still denied because notice
to Employees including notice of where to examine other required docu-
ments has always been posted in the Bulletin Board of the llot Room.
The newly revised Form NRC - 3 (11-85) is being posted now and it con-
tains the following notice to workers:

"At any one time, copies of t he f ollowing documetits may be examined
at the RSO and Radiation Physic's Consultant files":

a. Nuclear Regulatory Commission license No. 52-17273-01 and
license applicatioii documents.

b. 10 CFR - Part 35 - !!edical use of Byproduct Material.

c. Regulatory Guide 10.8 Revision 2, /.ugust 1987.

d. 10 CFR - Parts 19, 20 ano Al. ARA Program.

c. Radiation Dosimetry Reports.

I consider pertinent to clarify that on our previous communication t he
statement: "No reason for such violation", meant that no reasonable explanation
f or the violation could be given and that it was accepted.

Unfortunately, I realize that our representatives during the inspection did
not provide the correct answers to several items. I cannot give an oh Pctive
and reasonable explanation f or their action but I realize that I have to assume
f ull responsability f or their representat f on. To prevent any further similar
nit uat ions, adequat e cor"ective actions had been taken and we commit ourselves t o
their full implementation.

Thanking You in advance, I await your communication and remain.

Respectfully Yours, \
\

, j | '

Carmen Cabal'leho, MD

.
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APPENDIX F.

PROCEDURES FOR SAFELY OPENING PACM AGES
CONTAINING RAOlOACilVE MATEnlAL

*

i 9pei tal teiluiternents will he lollowed f or packages ton- (2) Open inner package and verily that con-
isimns .guantilles of radlosclave maletial in etcess of (ents agtee with those on packing thp.
the t ype A quantity hmitt as spetilled in paragraphs Compare requisition.' packing thp, and
313)MaMI) and IcWil of 10CI'R Part 20 (more than label on bottle.
ft)rito: Alo W and Tc W m) T hey will be monitoied
int turlace inntamination and enternal radiation levels f .1 ) Check integrity of final tource container
withm t hours aller sneipt il received dunna working li.e , inspect for breakage of tealt ne vials.
houn or wilinn 14 hourt il received alter wntbing lots of liquid. and discoloration of pack
hourt, m aunidam e with the respairements ni paia aging mateiial).
::aphs 3t 31941 thmugh it) All shipments nt liipihlt
stealet thAn f telHpt quant |t|es will be letted Int leak (d) Check alto that shiptnen{ does not etceed
.yr e I hr Nltf Regional Of fice will be noillied in actned- possession limits.
nn c with the regulations if removable contammation

3c u ecdt tiill 90i/18U cm nr if etternal sailiation
levek cuee.1 30 rnR/hr at she package turlate or I Wipe ext?rnal Surface of final
lu mR/hr at .i Iceilot I nit source container shield aid renove

wipe to low background area. deck
J In all packages, the following siblitional procedures wipes with a thin.-gry]-w{ndow G.M

for opening packages will he cartied out survey rreter, and take ptecaution
against the spread of contamination

a Put on gloves to ptevent hand contamin1 tion,
aS DeceSSary.

h Vnually mtpet I pat Lage for any ugn ni alamage
le a , weiness, crushed t f( damage it noted, sinp g. Alonitor the packmg matetial and packages for
pentedure and nolify Radiation Safety Ollicer. contamination before discarding.

i. Aleasure exposure rate at Ifeet for I mi f rom (1) 11 contanunateil. treat as radioactive waste.
package tuilate and record if sitt mR/hr. Stop
pencedure and notif y Radiation Saf ely Ollicer 121 || not contammated, obliterate sadlation

d Measure melate es posure rate and eeintil.11
4 3ti mil /hr, sinp prot tshire arvi tuitif y Itahabun

Salety Of ficer i Alamtain temads nt tir tesultt ol i het king en h inchage.
! uung ''Radmat tive Shipment lleceipt Record"Isre net t

e t) pen the package with the f ollowing pietan- pagel nr a lotm inntamma lhe same intnemation
inmany slept

,

|

tin Open the outer package (followine inanu.
lactmer t directinns, d su pplied i and 'g,g,,,,,,,,,,,,,,,,,,,a,,,,,,,g,,,,,,3,,,,,,,,,,9,,,,,,,

~

semove packing thp. .oh th e m so n 's *'iti'n ''ou'**

|

|
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PROCRAM FOR HAINTAINING OCCUPATIONAI,

RADI ATION EXPOSURES ALARA

1.icense's Name CAGUAS SONO-NUCl. EAR AND VASCUI.AR CENTER

HRC 1,ICENSE NO: 52-17273-01

Date: July 6, 1981

I . ifanagement Commitment

! a. We, t he managament and licensed physicians of this Center are committed
to the program described in this paper for keeping exposures (individual
and collective) as low as r easonably achievable ( Al, ARA) . In accord with
t h i s c ommi tment . we -hereby establish an administrative organization for
radiation saf ety and develep the necessary written policy procedures and
instructions to foster the AI. ARA concept within our Center. The organiza-
tion will include a Radiat Ion Saf ety Of ficer (RS0).

b. We will perform a formal audit annually to determine how exposures might
be lowered. This sh111 include reviews of operating procedures and past
exposure records, inspectiens, etc., and consultations with the radiation
protection staf f or outside consultants.

c. ifodification to operating and maintenance procedures and to equipment and,

f acilities will be made where they will reduce exposures unless the cost ,
in our judgement, is considered to be unjustified. We will be able to de-
monstrate, if necessary, that Improvements have been sought, that modift-
cations have been considered, and that they have aeen implemented where

. rensonabid. Where modifications have been recommended but not implemented,
'' we will be prepared to describe the reasons for not implementing them.'

) d. In addition to maintaining doses to individuals as f ar below the limits as is
; reasonably achievable, the sum of the doses received by all exposed indivi-

duals will also be maintained at the lowest practicable level, it would
not be desirable, for example, to hold the highest doses to individuals to.

! some f raction of the applicable limit if this involved exposing additional
j people and significantly increasing the sum of radiation doses received by
! all involved individuals.
L

11. Radiat ton Saf ety Of ficer (RS0)
,

n. Annual and Quarterly Review,

1. Annual review of the Radiation Saf ety Program. The RSO will perform
an annual review of t he Radiation Saf ety Program f or adherence t o

; Al. ARA concept s. Reviews of specific procedures may be conduct ed on a
; more frequent basis.

2. Quart erly review of Occupations Exposures. The RSO will review at
'

least quarterly the external radiation exposures of authortred users
and workers to determine that their exposures are AI. ARA in accordance
with the provisions of paragraph Vi of this program.

,

| 1. Quarterly review of records of Radiat ton Level Sntveys. The R50 will
'

review radiation levels in unrest ricted and restricted areas to det er-

| mine that they were at Al. ARA levels during t he previons quart er.

!

!
J
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II. Radiation Safety Officer (RS0)

h. Education Responsibilit ies f or an Al. ARA Program '

1. The RSO will schedule briefings and educational sessions to3

inform workers of ALARA program ef f orts.

2. The RSO will assure tliat authorized users, workers and ancillary
personnel who may be exposed to radiation will be instructed in
the A1. ARA philosophy and informed that management, outside safety
consultants and the RSO are corsnitted to implementing the ALARA
concept.

c. Cooperative Efforts for Development of ALARA Procedures

Radiation workers wil be given opportunities to participat e in formu-
lation of the procedures that they will be required to follow.

,

1. The RSO will be in close contact with all users and workers in order
to develop ALARA procedures for working with radioactive materials.

2. The RSO will establish procedures to receive and evaluate the
suggestions of individual workers for the improvement of health phy-
sics practices. Ile will also encourage the use of those procedures.

t
d. Reviewing Instances of Deviation f rom Good Al ARA Practices

The RSO will investigate all known instances of deviation from good
AI. ARA practicesi and, if possible, determine the causes. When the
causa is known, the RSO will require changes in the program to main-4

tain exposures Al. ARA.

lit. Authorized Users,

New Procedures involving Potential Radiation Exposures ia..

*

1. The authorized user will consult the RSO and Licensed physicians
bef ore uslog radioact ive materials f or a new procedure. *

*

2. The authorized user will consider all procedures thoroughly he' ore
using radioactive materials to enante that exposures will be kept
Al.A R A . This may be enhanced through the application of trial runs.,

,

, .

b. Responsibility of the Authorized User to Those lie Supervises
1. The authorized user will thoroughly explain the Al.APA concept and

'

his commitment to maintain exposures ALARA to all of those be sipervises. !
t

,

! 2. The authorized user will ensure that his occupational workers are
; trained and educated in good health physics pract ices and in main- |; talning exposures Al. ARA.

[
1. The authorized user will be responsible to t he radiation saf ety i

concarns of the Individuals t hat he supervises. !

, . .-. - -- . - _ - _ - . . ._- ---
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Ill. Authorized Users ,

c. Continuing Review of Al. ARA Concepts by the Authorized User ,
.

1. The authorized user will continuously review his procedures
to ensure that his ALARA program is optimal.

2. The authorized user will raatnta to contact with the RSO to3

ensure that he is aware of and employs the most current methods
to maintanin exposures Al, ARA.

L

IV. Persons Who Receive Occupational Radiation Exposure

a. The worker will be lustructed in the ALARA concept and its rela-
tionship to his working procedures and work conditions.,

b.. The worker will know that recourses are available if he f eels t hat
Al. ARA is not being promoted on t he job.

V. Establishment of Investigational f.evels in order to Monitor Individual
Occupational External Radiation Exposutes.
The Caguas Sono-Huclear snd Vascular Center hereby establishes Investi-
gational I.evels for occupat tonal external radiation exposure which, when
exceeded will inttlate twiew or investigation by the Radiation Saf ety
Of ficer and/or the Radiation Physics Consultant. The Investigational

i I.evels that we have adopted are listed in Table i below. These levels

{
apply to the exposure of individual workers.

TABl.E I

|

Investigattanal f.evels -
(mrems per calendar quarter)

,

L_EVEL I LEVEL 11

1. Whole bodyt head and t runk;
acttve blood-forming organst 123 375
lens of eyes: or gonads

2. Itands and forearms t feet and.
1875 So25

ankles

3. Skin of whole body 750 2250
,

! 1he Radiation Saf ety of ficer will review and record the results of per-
| sonnel monitoring, as provided by the Dostmeters Processor and not less

than once in any calendar quartar, as is required by 10 CFR Part 20
! 20.401. The following actions will be taken at the Investigational

1.evels as stated in Table 1:*
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A fi AClillElli 10.2 - page 4

a. Personnel dosa less than Investigational 1,evel 1.

Except when deemed appropriate by t he RSO, no further act Ion will
be taken in t hose cases where an individual's done is less than
fable i values for the Investigational I.evel 1.

b. Personnel dose equal to or greater than Investigational f.evel 1,
but less than investigational l>evel 11.

The RSO will review the exposure of each ludividual whose quarterly
dose equals or exceeds Investigational 1, eve! I. If the dose does
not equal or exceed Investigat lonal f.evel II, no action related spe-
cifically t o t he exposure is required unless deemed appropriate by
the 1,1 censed Physte. inns, the RSO himself and/or the Radiation Physics
Consultant.

c. Exposure equal to or greater than Investigational 1.evel 11.

The RSO will investigate in a timely manner the cause(s) of all per-
nonnel doses equa ting or exceeding Investigational f.evel 11 and, if wa-
rranted t ake actlon. A report of the investigatlon, actions taken,
i f any, and a copy of t he individual's doses records will be presented
to the t.fcensed Physicians. The details of these reports will be re-
corded. Copy of the reports containing det ails of the Investigation,

,

'

I will be made available to f1RC Inspector for review at the time of the
next inspection.

I d. Re-establishment of an individual occupational worker's Investigational
I.evel 11 Above That ' Listed in Table 1.

In cases where a worker's or a group of worker's exposures need to exceed
Invest igat ional f.evel 11, a new, higlier Investigational I.evel !! may be
established on the basis that it is consistent with good Al. ARA practices f or
that individual or group. Justification f or a new investigational f.evel '

11 will be documented.

VI. Signature of Certifying Official (l.icensed Physician)

; I hereby certif y that t he Caguas Sono-iluclea r and Vascular Cent er has imple- |
mented the ALARA Program set forth above. '

k

N[Yh)t)AA.}V
$lgnature /j

; 1.aboratory flame and Address:

Cagua s Sono-flue lea r and .V.a scula r Cent e r Physician

11ox 6960 T i t t re

Caguas, P.R. 00626

|
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